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DESCRIPTION

do la carence on far ot la la carence on far ot

particulas individuelles sont Intgrées «
i

dana un polymare ghicdicue

SCIMALT-FA (complexe ds polymaltose dhydraxyde da fer (Ill) + acida follque) est une préparation combinde contenant du fer st de 'ackds follqua pour Ie traitsmant
préventi ‘acida folique avant, pendant ot aprds a grossesse (pendant I'allaitement).

Lo for contenu dens GCIMALT.FA (complaxe dhydranyde do for () polymatioss + adids foiue) axiste sous la forme dun complexs dhydraxydo de for (1) dont los
2 (polymaltose). Cela empacha le for de causer des dommages dana e syaidme gaatro-inieatinal.

Lacide folique est un vitamines B. L'
qui paut 8tre préparé de manidre synthétique.

ALITATIVE ET QUANTITATIVE
plaxe

organique e fois,

N
Le sirop SCIMALT-FA {com)

pas de propriétée pro-

far (IIl) + ackle folique) una orale sous forme de :

SCIMALT-FA Siroy
Chaque 5mll da sirop co
Complexe olymalu:swque amydraxyde de fer(l) - 125emg
Acide folique 0,35mg
PHARMACOLOGIE CLINIQUE
Le fer est un Ia formatios ot aurx . La structure

imil I forritine, Ia protéir un L LIPC

o o cas. ¥ les
Ta rhosle Greeuss 1 blus Ieniement dans 165 muscies o1 1a ey, 65t respOnsable NN sewlomant du ITAMPOr dut fr NCorPoré mais awesi d Tef recyclb des cotules
dana

ko mpdrylcsyiqe Interstitiels au fole, da la rate et de

dana les feces.
En raison de Félimination perles celluies éphélales du racius itestinal et de s pesu,
seulement ast sécrétde par [ou

llor a la ferritine, las
Fera) tater pery il oyl syt Fion farriue (Fe+3) 6 & la krensterrine ot forbirt el (Fe+2) pour s hopc gl
les callu tranaféeé &
‘aux réact on dans Ia b purines ot des acides nucléiquss.
Pharmacocinétique
Dans le complexe ieur de la de Ia carence en fer

fer (),
G individy & rahor of de 18 dose 8e for | Cestadie ave mu- o Gafich on or ost imporiant,phos TabeoITSon 4o o ovt Sloveo. Lo for qulriost pas Sbwaros oot seersts

ainsi que par la susur, la bils et furine, une quantité totale de fer denviron 1 mg
‘max est atisint en une heurs.

acide foique et meldboliet dans le fole en ackde 7,

INDICATIONS THERAPEUTIQUES
Le sirop et Ios comprimés SCIMALT-FA (comph

o ‘absorption se prodult principalement dana la partie pmodmlo prgishoees gre:. uequa 80 % sat xeriis dans forna ot 4o peue- qu-nnm dans lea faces.

- Lo traitement de la carance en fer latenta.
- La carence en fer manifeste.
-Le la foroten

POSOLOGIE ET ADMINISTRA

s0ule fois.
n cas de carence en far manifests, le traltement dura environ 3 & & mols juaqu'a ce

for.

Posologle
Catégorie | Carence
dage

Nourrisson | 172 1 cuillerée & | 1/2 & 1 cuillerée & | 172 3 1 cuillerée &
calé. café cale

(usquaun [ 25mL-50ml) |(25mL-50mL) |(25mL-50mL)
{-an)

nfant Ta2culdrosd |1aZculldresa | /281 cuillerde 8

iz | @t ime) | -1y .6mL - 6.0 mL)
ans

Culldres & | 182 cuildres &

Entant caté

(12ans) | (OmL—1SmL) [(SmL-10mL) | (SmL-10mL)
Nursing ZW6 B culkres | 1102 culleresd | 110 2 cuiléres 3
Mothers. OmL-30mL)  |[(SmL-10mL) | (SmL-10mL)
Prognant | 510 6 culleres & | 2 culliores a café | 110 2 cullores &
Mothers. OmL-30mL) | (10 mL) (6 mL - 10 mL)
EFFETS INDESIRABLI

st diarthée. Il paut y avoir ui foncés ou des selles noires qui n'ont pas

CONTRE-INDICAT

fer (1) + aoide foli R R—
. pendant ot aprés la grosasese (pendant lallaltement).

TION
La posologle et la durée du traitament dépendent du degré de a carence en fer. La dosa quotidlenns st disée an plusieurs prises ou peut &tre sdminiatrée en une

adbcrmt ol B ok o plashourworaesn v i s P R o e DG oL K omreatin s o K ol Toiootateser s

ES
Lee efists secondeires slonaide sont des iitaons esiro-intestinales cocsslonneios telles qus sensation de réplétion, douleurs dpigesirques, neusées, consipaton
oloration dimportance clinique. Il ne provoque pas. o3 donts.

gutuns norinalisation d s veleus ds Mumoglotine solt snsinia. Ensute, la
réservos o

de coloration ds

TIONS
16 sirop ot los comprimeés SCIMALT-F
- Qui présentant una hypersenaibilité au fer.
- Recovant des transfusions sanguines

317mm

de fer (1Il) +

répétees.
- Qul présentant una surcharge en fer (par exemple. hémochromatase. hémosldrose).

sont contro-indiqués chez los pationts

= troubles de '

anémic au plomb).
e

fer (par
- qul e e et by koo
12).

ou anémi par une carence

dod seulement

AVERTISSEMENT ET PRECAUTIONS
En a
aprée la guérican de la maladie primaire.

INTERAGTIONS uemcnlsmeu:n

ne
Réucton de reffet de facide folique.
Sulfasalazine

Peut rédulre Fabsarption de I'acide folique.

UTILISATION DANS DES FOPULATIONS SPECIFIQUES
Grossesse at allaitament

Jusqua prosent. ction e 646 obsorvge. Lo for Stant 6 & un comploxs, dos inforactions ioniquos avoc des compasants alimantairas (pinting, cxafatos,
tanin, etc.) et de antlacides) sont peu probabies. Le teat hémoccult (sélectf pour Hb) pour Ia détection du
20 occulle rest pas altéré et est donc pes nécesssire dinterromar le raltement par for.

BIEN SECOUER AVANT UTILISATION.
CONDMIO

Bnyapeade i le foetus eat pew probable. || est peu probable que son administratien entraine

das offts inddsirablos choz lo nourrisson allié. Pendart i gm«m o rallatomont, 1o sirop SCIMALT-FA (comploxe polymaltos d'hydroxydo do for (i) + acido
Tolclie) e ot &ire rlisd e 3 ol s lakremant ndoassairs apras consultation chs médecin
SURDOSAGE
En ; puis : un coma
apres un Il faut rabora emetique,  un lavage st prenare ces

p \g d'acide folique par jou it 1 : i
des habltudea ds acmmell, de 7 e Séprassion mastais, da 1a caqfision ot una StSrelon e Ligamant
LISTE DES EXCIPIENTS
. sucre, sorbitol, de sodium, , arome de chosalal, eau purifige.
CoNSERVATION
s da 30°C.

Protéger ge 1 luriare g solel ‘et de thumidité.
Ladate les conditions requises.

Le sirop. SOMALT FA(oompm polymaltose-hydroxyde de fer (IIl) + acide folique) est disponible en flacon de 120 mi.

Tenir hors de portée des enfant
No pout ofre vendu aue sur ordennance médicale. Liste 1

Veullloz lire atter a
Cette notice est continueliement mise & Jour.
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SCIMALT-FA

Iron (1Il) Hydroxide Polym.lme Complax +Folic Add)

125mg + 0.35ma Syrup

DESCRIPTION

SCIMALT-FA (Iron (lll)-hydroxide polymaltose complex + Falic acid) is a combination preparation containing iron and folic acid for the treatment of iron deficiency and

the prevention of iron and folic acid deficiency before. during 8nd after pregnancy (uring lactation

The iron in SCIMALT-F (Iron (lll)-hydroxide polymaltose complex + Folic acid) exists as iron (Il1) hydroxide complex where the individual particies ars smbedded into
roohydrate polymer (polymaltose). This prevents iron from causing any ham in the gastrointestina! system. This protection sl inhibits Interactions of Iron with food.

Fale mekd 13 5 s of Mo R ot il meid 8 LS SeIE Rl SRrmeamina HIGSB Lt ToFS Yaats e e st A whICR praY{s Brenmd

synthetically.

QUALITATIVE & QUANTITATIVE COMPOSITION
SCIMALT-FA (iron (lll)-hycroxide polymaitose complex + Folic scid) syrup Is avalleble for orsl sdministration as:

SCIMALT-FA Syrup

Each Smi syrup conlsing

Iron(il)-hydroxide polymaliosecomplex 125me
0.35m

)
a8

CLINICAL PHARMACOLOGY
Iron IS & essentisl constituent of the body, necessary for NEmogIobin fomMation and for the cxidative Processes of Iving issues. The structure of IPC s Similar to ferntin,
oo nakirally cocuring ron storeas profsin. Dus ke s siifariy,ron s ek scrberd theouch il mochanien. [P es 1o pro.oxidelies preperifes uch s et arc wilh
bivalont iron stits. Transforrin, which irculatos throuch the Thtertival spaces in the ver, spleon and bone Marrow and more. siowly in the Musalos s skin. 15
1ot nly for the e bu sl Tof Tecycled Iron om docompesed Cata 1o Ia reuse in the body.
bt s o | el b it S el Smeii i Rl o (SR N R
BoNe MaITow &5 fernc Ion (Fet2) bOUNd 1o ransferin and Is reduced to the ferrcus fom (Fe+2) for Its release In the eryinrold progenitor cells and Is fnally trensferred
to the protoporphyrin for the synthesis of hemoglobin
Folic acid is roquired for synthesis and
resclions in the biosynihe: purines and Ihymidylates

of normal procurser of scid, which is necessary for transfomnyiation
acids

Pharmacokinetics
In iron (1) hydroxide complex, lron absorplion correlates with the plasma ferritin value. The quantity of iren abscebed is dependent on the iron deficiency in the individual
tobe trested, and on the iren dosage: 1.e. the grester the iron deficit st equivalent therspeutic iron dosage, the: higher the iron absorption. Iron which 1 not abserbed is
Secreted In the feces.As & rasult of alimination through the epithalial calls of the Intestingl tract and the skin. a3 well 25 In the swest, bile and urine & total of only about

QA

ic ectd 18 metabolized n the iver o 7.-ainydrofolc acld and evantusly 1o 5.6.7,6-tetranyafofolc acid. Trmax occurs within 1 hour, AbSOrption ccurs primariy In the
proximal p inlestine. Up (o 80% is axcreted in the urine snd small smounts

THERAPEUTIC INDICATIONS
SCIMALT-FA tiron dlil)-hydroxide polymaltose complex + Folic acid) syrup & tablets is mdicated for:
- The treatment of Iatent iron deficiency.
~ Minifest iron deficienc,
~ Prophylactic therapy of iron and folic acid deficiency before

Guring and sfter pregnancy (during lsctation).

DOSAGE & ADMINISTRATION
The dose and duration of treatment depend on the degree of iron deficiency. The daily dose divided into individual doses or can be administered a5 3 single do

In case of manifestod iron deficiency. the therapy takes sbaut 5.6 months untl a normalization of the hemoglcbin value is achicved, Atrwands the therapy should be
continued for several weeks with @ dosage such as deseribed for latent iron deficlency Lo replenish the iron stores

Scimalt - FA Syrup Dally Dosage

Age Group | Manifest iron Latent Iron Frophylactic
Deficiency Deficiency Therapy
72t 1 72101 72101

Infant
(upto 1 year) (25 mL-5.0mL) | @2Smi-50mL) | 25mi50 mL)
2o 201

Children 102
(Upto 12

year) (5mL-10mL) @smi-somy) | (@smisomy)
Chidron 102

(>12year) |(10mi-15mL) | (5 mL-10 mL) (5 mL-10 mL)
Nursing to 1to2

Mothers (10ml-30ml) | (5 mL-10 mL) (5 mL-10 mL)
Pregnant | Sto@ 2 102

Mothers @OmL-30mL) | (10mL) (6 mL-10 mL)

SC

ADVERSE EFFECTS
The side effect d are oceasional itation sucl of repletion, epigastric pain, nausea. constipation and diarthen. There may be a dark
loration o CIAn o which 19 of o anios HEmieaneo, Ik does e causs loot stmn.

CONTRAINDICATIONS
SCIMALT-FA (iron (Ill)-hydroxide polymaitose complex + Follc 8cld) syrup & tablets ere contreindicated In patients
- Who show hypersensitivity to iron
- Rocening repeated blood transfusions.
— With iron overload je g, hemochromatosis, hemosiderosis)
—Who have disturbances in iron utilization (e g. thalassemia, sidero-achrestic anemia, lead ancmia).

Wno heve anemia not caused by iron deficiency (e.d. hemolylic anemia or megaloblastic anaemis

caused by vitamin B12 deficiency).

WARNING AND PRECAUTIONS
In cases of anemia due to INfections of Malignancy, the substituted Iren 1s stered In the reticulo-endothelisl system. from which It1s mcbliized and utiized only after curing
the primary discase.

317mm
RM

DRUG INTERACTIONS
Unbi now interaclions hae ol been observed. Since the iron is complex bound, ionis intoractions with foud carmponents (phfin, oxalates, tannin ete) and concomitant
a test (selective for HD) for the detection of oceult bicod Is not Impaired sndtherefore

Ihere 12 no nacd 10 e TPt lren therapy.

enytoin
Reduced effect caused by folic acid,
Sulfasalazine

May reduce absorption of folic acid.
USE IN SPECIFIC POPULATIONS
Pregnancy and Lactisti
There is no evidence of risk during first timester and a negative influence on the fefus is unlikely. Its administration is unlikely to cause undesirable effects fo the

breast-fed Infant. During pregnancy and lactation SCIMALT-FA (ron (1i1)-hydroxide polymaitose complex + Follc aeid) syrup snould be used only If clesrly required afier
consultation with the physician

OVERDOSAGE

In case of overdosage, inaly epigastric pain. dianhea and vomitng can ascur and may include metabollsacidosis, convulsions and soma afer apparent recovery -]
Ity n emete snouid be given ang ihen gusiriclavege and anera supporive Messures shouid be empicyed
<o 15mg (aaity have produted ancrexia, hausen, Bhaminal diatention, alllence, Bar Insle, allered sieep pattems, GMiculy in Concentrating,

Fritabilty. over ectity. mental dapression. confusion, Impaired judament

LIST OF EXCIPIENTS

Gitric Acid, Sugar, Sorbite, Methyl Parabien, Sedium Bropyl Paraben, Secum Girate, Chosolate flaver, Purified Water

storacE

Store below 30°C.

Protest from suniant and melsturs

The oxpiration date rofurs (o the product corectly stored at the required conditions:

SHAKE WELL BEFORE USE.

How SUPPLIE

SOIMALT P A iron i)-hycroxide potymettoss complex + Follc aeid) syrup 1s available in 120 mi Botle.
o
@

Keep out of the reach of.

Midren

To be sold on prescription of a registersd medical practitionsr only. List 1

Please reac the contents carsfull
packagy

Thie ot la continually updatad from tim to time
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